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16. Who are typically included in a DSMB ?
(A) Clinicians with expertise in relevant clinical specialties
(B) At least one biostatistician knowledgeable about analysis of trial data
(C) All
17. Who might be included in a DSMB?
(A) Other types of Scientists or Experts highly relevant to the field of study (e.g.
Radiologists, Immunologists, Toxicologists, Research Scientist, KOL's, etc.)
(B) Patients
(C) Patients’ family
18. What are the objectives of DSMB in general ?
(A)Protection of patient welfare.
(B)Monitoring interim data for patient safety and, as appropriate, risk/benefit in
conjunction with the IRC.
(C)Identification of issues and suggestions of solutions, regarding study design and
conduct.
(D)AII
19. What are the actions the DSMB will be asked to take :
(A)Assess the safety and, as appropriate, risk/benefit profile (in conjunction with the IRC)
of the treatment in the study population.
(B)Advise Sponsor regarding the need for modifications to study design or conduct based
on the safety and risk/benefit assessment of therapy with drug.
(C)Provide interim reviews of safety as specified above.
(D) Advise the sponsor regarding continuation or discontinuation of the study based on
safety concerns.
(E) All
20. What are the DSMB Recommendations in general ?
(A) No action - study to be continued without modification of protocol or study conduct
(B)Action recommended - temporary suspension or stopping of the trial, specific
modifications of the protocol or study conduct are required to address safety concerns
(C)Request for additional analysis - further analysis or additional data summaries are
required by the DSMB to aid in decision making. In this instance, the DSMB is
responsible for defining the type, amount and frequency of additional analysis
required. The Sponsor will be made aware of any proposed modifications to the
protocol-defined data analysis.
(D)Early termination for a safety concern
(E) All



